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THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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DETAILED ACTION 



Papers Received 

Receipt is acknowledged of the applicant's petition for amendment, response, petition for 
extension of time, request for continued examination, and information disclosure statement, all 
received on 17 February 2004. 



The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

The rejection of Claims 1-20 under 35 U.S.C. 103(a) as being unpatentable over Eek in 
view of Depui et aL is withdrawn. 

The rejection of Claim 21 under 35 U.S.C. 103(a) as being unpatentable over Kallgren in 
view of Depui et al. is withdrawn. 

Claims 3, 6, 16, 17, 19, 20, 22-33 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the combined disclosures of Kallgren, Depui et aL, and Eek. 

The Kallgren patent teaches blister pack comprising at least a first and second row of 
blisters, perforated in such a way that individual blisters may be individually separated from the 
pack (See Abstract; Column 2, Lines 38-52; and Figures). The disclosed blister pack may be 
used for drugs such as omeprazole. Additionally, the blister pack is useful for packaging drugs 
that should be administered in combination (See Column 3, Lines 4-41). 



Claim Rejections - 35 USC § 103 
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The Kallgren patent does not explicitly teach the use of the disclosed pack with a 
combination of a proton pump inhibitor and a non-steroidal anti-inflammatory drug. 

The Depui et aL patent teaches a drug combination comprising a proton pump inhibitor 
and a non-steroidal anti-inflammatory drug (See Abstract). Omeprazole and lansoprazole are 
listed as suitable proton pump inhibitors; naproxen is listed as a suitable non-steroidal anti- 
inflammatory drug (See Column 6, Line 1 to Column 8, Line 13). A tablet comprising 
lansoprazole and naproxen is disclosed (See Example 4). The use of these drugs in separate 
dosage forms in a combination therapy in the prior art is acknowledged in the disclosure (See 
Column 2, Lines 32-40). Suitable dosage ranges for each category are listed; each dosage form 
will preferably comprise 10 to 80 mg of the proton pump inhibitor and 10 to 800 mg of the non- 
steroidal anti-inflammatory drug (See Column 14, Lines 7-25) 

The Eek document discloses drug packaging consisting of blister pack cards that may be 
assembled to form a combination pack of dosage forms, such as tablets (See Abstract; Page 1, 
Lines 5-12; and Figures). The scope of the disclosed invention encompasses dosage imits of 
different drugs or different amounts of drugs within a single blister pack (See Page 5, Lines 8- 
14). Digital notation may be printed on the pack for the benefit of the patient. Alternatively, 
other notation may be printed, such as the time of day or the day of the week for the dose to be 
taken (See Page 7, Lines 7-11). Methods of treating disease using a combination blister pack are 
also disclosed (See Page 5, Lines 1-6). 

It would be obvious to one of ordinary skill in the art at the time the instantly claimed 
invention was made to combine the disclosures of Kallgren, Depui et al, and Eek into the 
objects of the instantly claimed invention. It is the position of the examiner that one of ordinary 
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skill would be motivated to combine the disclosures of Kallgren, Depui et aL, and Eek in order to 
create a packaging system comprising a proton pump inhibitor in combination with a non- 
steroidal anti-inflammatory drug. As stated in Depui et aL, the administration of a non-steroidal 
anti-inflammatory drug in combination with a proton-pump inhibitor is known and that patient 
compliance is a main factor in devising a successful treatment. It is the position of the examiner 
that similarly, a combination dosage regimen given in a packaging system designed for that 
purpose, as disclosed in Kallgren and Eek, will also lead to greater patient comphance. It is the 
position of the examiner that one of ordinary skill in the art that would recognize that the aims of 
the Kallgren, Depui et al, and Eek are similar in the area of improving patient compliance. As 
the disclosed invention of Kallgren is not limited to any particular types of drugs to be packaged, 
one of ordinary skill can expect to create a drug pack comprising dosages of lansoprazole and 
naproxen in accordance with a combination dosage regimen with a reasonable expectation of 
success. 

Thus, the instantly disclosed invention is prima facie obvious 

Response to Arguments 
Applicant's arguments filed 17 February 2004 have been fully considered but they are not 
persuasive. 

As stated above, the motivation to combine the prior art references comes their common 
goal of improving patient comphance. The prior art has already disclosed using the same drugs 
in a combination therapy in ranges of dosage amounts, which encompass the dosage amoimts 
claimed in the instant application. That the Depui et al patent discloses an alternate method of 
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improving patient compliance in this combination therapy does not bar it, in the view of the 
examiner, from being properly applied as prior art against the instant claims, and as such, the 
claims are an obvious extension of the disclosure of the prior art. 



Any inquiry concerning this communication or earlier conmiunications from the 
examiner should be directed to Simon J. Oh whose telephone number is (703) 305-3265. The 
examiner can normally be reached on M-F 8:30 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessfril, the examiner's 
supervisor, Thurman K Page can be reached on (703) 308-2927. The fax phone number for the 
organization where this appUcation or proceeding is assigned is 703-872-9306. 

Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for impublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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